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Introduction
The ISO 22000:2005 international standard specifies the requirements for a food safety management system (FSMS) where an organization in the food chain needs to demonstrate its ability to control food safety hazards in order to ensure that food is safe at the time of human consumption.  It is applicable to all organizations, regardless of size or complexities, which are involved in any aspect of the food chain and wants to implement a system that consistently provides safe products.

Reading the expectations contained in this document will help an organization better understand their role in the certification process. Additional guidance that should be utilized includes:

· ISO 22000:2005 Food Safety Management Systems, Requirements for Any Organization in the Food Chain

· ISO 9000: 2005 Quality Management Systems – Fundamentals and Vocabulary

· The Codex Alimentarius International Code of Practice/HACCP
· Contractual customer, state, or other mandated requirements
Scope and Exclusions
The scope of the registration is important for setting boundaries of the FSMS and the registration activities.  This scope must be documented in your FSMS and will appear on the final certificate of registration.  NQA can help guide appropriate verbiage for the scope to ensure clarity both during the audits and for the future registration (see pre application checklist for details).   The scope shall specify the products or product categories, processes and production sites that are addressed by the FSMS.

FSMS documentation shall include documented statements of a food safety policy and related objectives, documented procedures and records required by ISO 22000:2005 and other documents needed by the organization to ensure the effective development, implementation and updating of the food safety management system but not necessarily a quality manual.
Audit Process

The NQA audit process for FSMS audits begins with the on-site assessments of HACCP plans, other related documents, data, records, activity and personnel.  Process audit trails are followed by interviews of personnel responsible for the tasks and reviewing associated activity and records of occurrence.  The audit trail will follow interactions between HACCP plans and processes as well as the details of the process itself.  Following are the stages of the audit process.  
Pre-assessment (optional)
If a pre-assessment is requested by the organization, it will typically occur prior to the Stage 1 Readiness Assessment. This activity is optional and is not required to achieve certification, however, it provides several benefits including identification of system gaps and familiarity with the auditor and auditing process.   The client has full discretion in the scope and duration of the activity, although NQA will recommend the number of days per a general ‘rule of thumb’ of half the allotted Stage 2 Registration Assessment.

The auditor conducting the pre-assessment will typically return to the organization for the assessment.  Similar to a ‘true’ audit, the end result of the pre-assessment will be a documented report identifying findings observed during the audit and a closing meeting to discuss the issues. 

Organization Self assessment
Self assessment using an NQA pre-visit questionnaire to assess readiness and confirm reviews and internal audits of the FSMS have been completed is required by the organization.  Your completed check list will be reviewed by an NQA lead auditor prior to the Stage 1 visit taking place to ensure all required information will be available.

Registration Audit (Readiness Review) - Stage 1 

The Readiness Review is an on-site audit that includes a comprehensive review of documentation, including HACCP plans, PRP’s, OPRP’s and other key management processes to ensure their adherence to the requirements by using information provided on the pre-visit questionnaire.  The Stage 1 review also includes:
a. Applicable/identified legal requirements and compliance data

b. Production, product and monitoring data

c. Product/process flows

d. Site plans and production layout

e. All applicable audit plans, audit results, corrective actions, including customer county and governmental audits

f. Selection and qualification of key management personnel, including internal auditors
This sets the stage for the review of implementation at the Stage 2 (Registration Assessment).  The organization will receive the results of this analysis in a documented report with any findings listed which will be discussed during a closing meeting. Any finding raised during the Stage 1 review should be corrected prior to the next visit taking place. An unsuccessful Stage 1 visit will require a second visit to take place. 

The auditor will generate an audit plan for the Stage 2 audit. The audit plan shall include evaluation of all of the client’s FSMS as well as all regulatory and statutory requirements. Additional time should be added to the audit plan when excessive personal hygiene/protective equipment changing is required between processes/products/production areas.

Registration Audit - Stage 2

The objective of the Stage 2 audit is to assess the organizations’ adherence to its own policies, objectives and procedures and their conformance to the requirements of their FSMS including specific customer requirements.  To accomplish this, the audit will address implementation of all the elements of the standard with the audit team observing, interviewing and reviewing processes, personnel and objective evidence of conformance to the FSMS requirements.  

NQA utilizes a process audit approach, interviewing process owners, employees and top management throughout the organization.  Review of documentation and records to support the implementation is an expected part of the assessment process. Effectiveness of the system is considered to be how well the system is deployed.  This is demonstrated by the measures defined by the organization to meet customer satisfaction and company objectives, as well as conformance to the standard. 

If non-conformances or opportunities for improvement are identified they will be documented in a report which will be presented to the organization during the closing meeting.  The audit team may also provide a recommendation for certification at this closing meeting.  If during the Stage 2 audit major non-conformances are found, a Special Visit may be required before certification can be granted.

Audit Findings
Any deviations from procedures or ISO requirements will be identified as audit findings, which will be documented in the audit report in the three categories defined as follows:                                                                    

Critical/major finding could be one or more of the following:
The absence of or total breakdown of a system to meet an ISO22000:2005 requirement. A number of minor non-conformities against one requirement can represent a total breakdown of the system and thus be considered a major non-conformity.                                                                                                 
A non-compliance that judgment and experience indicate is likely either to result in the failure of the management system or to materially reduce its ability to assure controlled processes and products. 
Critical control limits for CCP’s have been exceeded or controls has been lost, probable or likely shipment of non conforming product  or product that does not conform to statutory or regulatory requirements. 
Failure to respond to potentially unsafe products, withdraw products or communicate to affected customers.
· A minor non-conformity relates to a single observed lapse in a procedure not related to a food safety issue. Non-conformities shall never be worded in such a way as to advise the company of action which should be taken in order to comply with the requirements.

· An observation or opportunity for improvement relates to a matter about which the auditor is concerned but which cannot be clearly stated as a non-conformity.  Observations also indicate trends which may result in a future non-conformity.

Corrective Action Response

The organization is required to respond to all findings within a duration stated on the audit report following the activity.  Typically opportunities for improvement would be addressed as preventative actions by the organization, while non-conformances would be addressed as corrective actions in their own PAR/CAR system.   The Corrective Action Plan (CAP) and any associated evidence should be documented and sent to NQA for review. Where critical or major non-compliances have been raised typically on site closure by a member of the original audit team will be required
Certificate Issuance

Following a successful review of the audit team’s report and associated Corrective Action Plan, NQA will authorize issuance of a certificate that is valid for a period of three years.  The organization can expect to receive its certificate within 1-2 weeks of successful CAP submittal.
Surveillance Audits

NQA will conduct Surveillance Audits based on an agreed upon schedule, either once or twice per year.  The purpose of the Surveillance Audit is to ensure that the QMS continues to conform to both the organizations’ and the ISO22000:2005 requirements.  Surveillance audit plans should take into consideration shift working and production schedules, including dedicated weekend/24 hour operation.                                                                   
Each surveillance visit will consider the following and will be carried out no later than one month after planned date:

· Customer complaints and organizations response                                             
· Organizations internal audit and management review results and actions      
· Progress made toward continuous improvement targets                            
· Effectiveness of the corrective actions and verifications since the last visit    
· Any change to the system since the last audit                                                   
· Effectiveness of the FSMS with regards to achieving the certified client’s objectives                                                                                                          
· Continuing operational control                                                                          
· Use of marks and/or any other reference to certification
· Sections 4 and 5, as well as elements 7.3; 7.4; 7.5; 7.6; 7.8; 8.1; 8.2; 8.3; 8.4.2; 8.5.2                                       

· Safe Product Realization processes will be sampled to cover all processes within a three year period.                                                                                 

The organization is required to respond to all findings within a duration stated on the audit report following the activity.  Typically opportunities for improvement would be addressed as preventative actions by the organization, while non-conformances would be addressed as corrective actions in their own PAR/CAR system.   The Corrective Action Plan does need to be sent to NQA for Surveillances when non-compliances have been identified.
Re-assessment Audits

All accredited registrars are required to perform a re-assessment every three years. The purpose of the re-assessment is to verify the overall continuing effectiveness of the organizations quality management system in its entirety. Additional audit days will typically be added to accomplish this activity. Following successful re-assessment a new certificate will be issued to extend your certification for an additional three years.

A full on-site re-certification audit shall be carried out within 3 years of the date of issue of your ISO 22000:2005 certificate.  Re-certification may require a new Stage 1 audit for significant changes to management, scope, customer base or other.                                                       
Auditors should plan to carry out re-certification audits at least 3 months prior to expiry date of client certificates to prevent laps of certification.  A re-assessment check list will be completed to ensure all requirements are covered.  When possible, audit team members will be changed at the re-assessment visit.  
Transfer of Certification

If a certified organization wishes to transfer their certificate from another certification body to NQA, they will be required to submit a copy of the organization’s existing certificate issued by a certification body accredited by a signatory to the IAF MLA. To perform an ISO 22000 transfer from another certification body the auditor must perform a document review of the quality system and key performance indicator readiness evaluation followed by a full re-certification audit.

Any findings from this review will be documented and handled in a similar manner to the Registration Assessment.  Following the successful completion of the review, the organization will be awarded an NQA ISO 22000 certificate with a 3 year expiry date.
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